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- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
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Status 

1 )S Responsive to communication(s) filed on 30 October 2007 . 
2a)D This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
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5) D Claim(s) is/are allowed. 
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Application Papers 
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Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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Priority under 35 U.S.C. § 119 
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application from the International Bureau (PCT Rule 17.2(a)). 
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Examiner's Response 

Applicant's response on October 30, 2007 filed in response to the Office Action 
dated August 16, 2007 has been received and duly noted. In view of this response, the 
status of the rejection/objections of record are as follows: 

Restriction/Election 

Restriction/Election in the Office Action dated August 16, 2007 is made final. 
Examiner acknowledges Applicant's withdrawal of their provisional traversal. 

Objection 

The amendment to the bond to the phenyl ring to oxygen being an arrow 
obviates the objection to formula I in claim 1 . 

35 USC §112 

The 112-2 nd rejection regarding claims 1,4-6, 11-30, 42 and 43 regarding the 
term "CHCOHJd-Cealkyl" being indefinite for the carbon being a pentavalent carbon has 
been overcome in view of Applicant's amendment - deleting the term "CH(OH)Cr 
C 6 alkyl" and inserting the "C(OH)Ci-C 6 alkyl". 

The 1 12-1 st rejection regarding claims 42 and 43 of previously examined claims 
stands rejected. Applicant asserts compounds and compositions of the instant 
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application are enabled for treatment of benign prostatic hyperplasia (BPH) in a patient. 
The Applicants shows in vitro testing in the form of ER Binding and LNCaP Human PCa 
Xenograft Assays on page 103, line 19 through page 105, line 12 of the specification. 
However, there is an in vivo test mentioned on page 105, lines 14-32, but there are no 
test results that indicate treatment of BPH in an animal. 

Applicant directs Examiner to US Patent 7,217,734 and corresponding 
Application Serial No. 10/493,092 and the filed affidavits dated October 27, 2006. 
However, Applicant does not provide a declaration showing activity of compounds of 
instant application. The Examiner is not persuaded and respectfully requests parallel in 
vitro and in vivo study correlations for compounds of instant application. 

Additionally, in response to Examiner's enablement reject (State of the Prior Art) 
Applicant points out that there are commercially available treatments of BPH. However, 
as stated by Applicant, commercially available medications such as Cardura, Flomax 
and Hytrin are alpha adrenergic receptor blockers. In a second group of currently 
approved medications for treatment of BPH are, for example, Proscar and Avodart 
which are 5-alpha reductase inhibitors. However, the compounds of the instant 
application claims to be estrogen receptor beta selective agonist compounds. As far as 
the Examiner is aware, there are no commercially available medications to treat BPH 
via 5-alpha reductase inhibition. The current specification would in deed lead to one of 
ordinary skill in the art to perform undue experimentation for the alleged treatment of 
BPH of instant application. 
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35 USC § 103(a) 

The 103(a) of record has been withdrawn due to Applicant's statement of 
common ownership in Applicant's Remarks and a new 103(a) is contained below. 

Obviousness-Type Double Patenting 

In response to Office Action dated October 30, 2007, the obviousness-type 
double patenting rejected has not been overcome over Dodge et al. Examiner is not 
persuaded by Applicant's arguments of obviousness as mentioned above. Examiner 
contends that a H of 734 versus -CH 3 of instant claims are obvious variations of 
Formula I. Examiner respectfully requests that Applicant submits a terminal disclaimer 
to overcome this obviousness-type double patenting rejection. 

An action on the merits of claims 1,13, 38, 42, 48, 49 and 50 is contained herein 

below. 

DETAILED ACTION 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 



The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1,13, 38, 42, 48, 49 and 50 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Dodge et al (US 6,630,508 B1) in view of Dodge et al (US 7,217,734 
B2). 



The instant application claims as shown in claim 1, wherein G=CH(CH3). 
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Scope & Content of Prior Art MPEP 2141.01 

'508 teaches compounds as described in claim 1 , wherein CH3 group is on the 1 
position and an -OH group at the meta position on the phenyl ring (see column 2, lines 
29-52). 




734 teaches compounds as described in claim 1 , wherein -OH group is located 
at the para position on the phenyl ring (see column 2, lines 39-67 through column 3, 
lines 1-7). 

Differences between Prior Art & the Claims MPEP 2141.02 

'508 differs from instant application at the position of the -methyl group: '508's 
-CH 3 group at the 1 position versus Applicant's -CH 3 group at the 2 position. These are 
considered positional isomers. 

'734 differs from instant application at the position of the hydroxyl group on the 
phenyl ring: 734's -OH group at the meta position versus Applicant's -OH group at the 
para position. 734 teaches that the -OH group can be placed at the para position. 
These are considered positional isomers. 
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Prima Facie Obviousness, Rational & Motivation MPEP 2142-2413 

There is little difference between the methyl being at the 1 position as compared 
2 position and the hydroxyl group at the meta position compared to the para position on 
the claimed structure instant application. It is well established that position isomers are 
prima facie structurally obvious even in the absence of a teaching to modify. The 
isomer is expected to be prepared by the same method and to have generally the same 
properties. This expectation is then deemed the motivation for preparing the position 
isomers. This circumstance has arisen many times. See: Ex parte Englehardt, 208 
USPQ 343, 349; In re Mehta, 146 USPQ 284, 287; In re Surrey, 138 USPQ 67; Ex 
Parte Ullyot, 103 USPQ 185; In re Norris, 84 USPQ 459; Ex. Parte Naito, 168 USPQ 
437, 439; Ex parte Allais, 152 USPQ 66; In re Wilder, 166 USPQ 545, 548; Ex parte 
Henkel, 130 USPQ 474; Ex parte Biel, 124 USPQ 109; In re Petrzilka, 165 USPQ 327; 
In re Crownse, 150 USPQ 554; In re Fouche, 169 USPQ 431; Ex parte Ruddy, 121 
USPQ 427; In re Wiechert, 152 USPQ 249, In re Shetty, 195 USPQ 753; In re Jones, 74 
USPQ 152, 154. There are others as well. Thus, said claims are rendered obvious by 
734. 

For example, "Position isomerism has been used as a tool to obtain new and 
useful drugs" (Englehardt) and "Position isomerism is fact of close structural similarity" 
(Mehta, emphasis in the original). Note also In re Jones, 21 USPQ2d 1942, which 
states at 1943 "Particular types or categories of structural similarity without more, have, 
in past cases, given rise to prima facie obviousness"; one of those listed is "adjacent 
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homologues and structural isomers". Position isomers are the basic form of close 
"structural isomers." Similar is In re Schechter and LaForge, 98 USPQ 144, 150, which 
states "a novel useful chemical compound which is homologous or isomeric with 
compounds of the prior art is unpatentable unless it possesses some unobvious or 
unexpected beneficial property not possessed by the prior art compounds." Note also 
In re Deuel 34 USPQ2d 1210, 1214 which states, "Structural relationships may provide 
the requisite motivation or suggestion to modify known compounds to obtain new 
compounds... a known compound may suggest it analog or isomers, either geometric 
(cis v. trans) or position isomers (e.g. ortho v. para)." See also MPEP 2144.09, second 
paragraph. Further, the reference provides for the ring being substituted in any position. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 
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Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 



Claims 1,13, 38, 42, 48, 49 and 50 rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over Dodge et al (US 
6,630,508 B1) in view of Dodge et al (US 7,217,734 B2). 



The instant application claims as shown in claim 1, wherein G=CH(CH 3 ). 
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Scope & Content of Prior Art MPEP 2141.01 

'508 teaches compounds as described in claim 1 , wherein CH 3 group is on the 1 
position and an -OH group at the meta position on the phenyl ring (see column 2, lines 
29-52). 




734 teaches compounds as described in claim 1 , wherein -OH group is located 
at the para position on the phenyl ring (see column 2, lines 39-67 through column 3, 
lines 1-7). 

Differences between Prior Art & the Claims MPEP 2141.02 

'508 differs from instant application at the position of the -methyl group: '508's 
-CH 3 group at the 1 position versus Applicant's -CH 3 group at the 2 position. These are 
considered positional isomers. 

'734 differs from instant application at the position of the hydroxyl group on the 
phenyl ring: '734's -OH group at the meta position versus Applicant's -OH group at the 
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para position. 734 teaches that the -OH group can be placed at the para position. 
These are considered positional isomers. 

Prima Facie Obviousness, Rational & Motivation MPEP 2142-2413 

There is little difference between the methyl being at the 1 position as compared 
2 position and the hydroxyl group at the meta position compared to the para position on 
the claimed structure instant application. It is well established that position isomers are 
prima facie structurally obvious even in the absence of a teaching to modify. The 
isomer is expected to be prepared by the same method and to have generally the same 
properties. This expectation is then deemed the motivation for preparing the position 
isomers. This circumstance has arisen many times. See: Ex parte Englehardt, 208 
USPQ 343, 349; In re Mehta, 146 USPQ 284, 287; In re Surrey, 138 USPQ 67; Ex 
Parte Ullyot, 103 USPQ 185; In re Norris, 84 USPQ 459; Ex. Parte Naito, 168 USPQ 
437, 439; Ex parte Allais, 152 USPQ 66; In re Wilder, 166 USPQ 545, 548; Ex parte 
Henkel, 130 USPQ 474; Ex parte Biel, 124 USPQ 109; In re Petrzilka, 165 USPQ 327; 
In re Crownse, 150 USPQ 554; In re Fouche, 169 USPQ 431; Ex parte Ruddy, 121 
USPQ 427; In re Wiechert, 152 USPQ 249, In re Shetty, 195 USPQ 753; In re Jones, 74 
USPQ 152, 154. There are others as well. Thus, obviousness double patenting of 
said claims is rendered by 734. 

For example, "Position isomerism has been used as a tool to obtain new and 
useful drugs" (Englehardt) and "Position isomerism is fact of close structural similarity" 
(Mehta, emphasis in the original). Note also In re Jones, 21 USPQ2d 1942, which 
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states at 1943 "Particular types or categories of structural similarity without more, have, 
in past cases, given rise to prima facie obviousness"; one of those listed is "adjacent 
homologues and structural isomers". Position isomers are the basic form of close 
"structural isomers." Similar is In re Schechter and LaForge, 98 USPQ 144, 150, which 
states "a novel useful chemical compound which is homologous or isomeric with 
compounds of the prior art is unpatentable unless it possesses some unobvious or 
unexpected beneficial property not possessed by the prior art compounds." Note also 
In re Deuel 34 USPQ2d 1210, 1214 which states, "Structural relationships may provide 
the requisite motivation or suggestion to modify known compounds to obtain new 
compounds... a known compound may suggest it analog or isomers, either geometric 
(cis v. trans) or position isomers (e.g. ortho v. para)." See also MPEP 2144.09, second 
paragraph. Further, the reference provides for the ring being substituted in any position. 



Conclusion 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 



Application/Control Number: Page 13 

10/552,504 

Art Unit: 1625 

you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to John Mabry, PhD whose telephone number is (571) 
270-1967. The examiner can normally be reached on M-F from 9am to 5pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Janet Andres, can be reached on (571) 272-0867. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 




